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I have been asked to comnsent.  on the proposed FDA regulation that could and,
hctpefuiiy,  Hould regutate  &graft application for Orthopedic or Seuroswgical
procedures wyc4iring  stabilizativn.

There is little  question that the ratio of graft rejectiw and/or pseudarthrosis,  even
much later, is demmstrab~~~  higher in allograt’ts  than in itornografts.

The added time ilild effort required in 1lUlllWf’ikft  harvesting is very smalit,--b
particuli]rlF  corrsiderirng  the SUhStaI3tiilll~  higher percentage of take (fwioti).

VP &u&d bone“ grafts shrmld,  obviously, be carrfu1Iy regu!ated,  twt only  with
regard to earty rejection, but also to their Pate (non-fusion)  sever21 !-ears later and,
tijerefore,  should prohahl~  be reserved for thosr rare cases where lxm.esting  from
the patient is contraindicated.
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